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thloro-4-quinolinyl)amino]pentyl]ethyl] amino-, (), sulfate (1:1) (salt);
»-4-quinolyl)amino]pentyllethylamino] ethanol sulfate (1:1) (salt) CAS RN®: 747-36-4.

ne Sulfate contains NLT 98.0% and NMT 102.0% of hydroxychloroquine sulfate (C18HZGCIN3O : HZSO4), calculated on the dried

on time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. o

‘ests—GeneraL (191), Chemical Identification Tests, Sulfate

12 10 mg/mL of Hydroxychloroquine Sulfate in water
eria: Meets the requirements

etonitrile, water, and phosphoric acid (100:900:2)

.onitrile, water, and phosphoric acid (800:200:1)

‘'olution A and Solution B (97:3)

n: 0.01 mg/mL of USP Hydroxychloroquine Sulfate RS in Solution A prepared as follows. Transfer a suitable quantity of USP
)quine Sulfate RS to a suitable volumetric flask and add about 75% of the flask volume of Solution A. Sonicate for NLT 5 min or
2 dissolved. Dilute with Solution A to volume.

12 0.01 mg/mL of Hydroxychloroquine Sulfate in Solution A prepared as follows. Transfer a suitable quantity of

)quine Sulfate to a suitable volumetric flask and add about 75% of the flask volume of Solution A. Sonicate for NLT 5 min or
2 dissolved. Dilute with Solution A to volume.

ic system

agraphy (621), System Suitability.)
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lard solution

uirements

r: NMT 2.0

1dard deviation: NMT 0.73%

1dard solution and Sample solution

e percentage of hydroxychloroquine sulfate (C18H260|N30 : HZSO4) in the portion of Hydroxychloroquine Sulfate taken:

Result = (r /r)) x (C/C) x 100
ieak response of hydroxychloroquine from the Sample solution
ieak response of hydroxychloroquine from the Standard solution

:oncentration of USP Hydroxychloroquine Sulfate RS in the Standard solution (mg/mL)

oncentration of Hydroxychloroquine Sulfate in the Sample solution (mg/mL) 4 (official 1-Jun-2021)

eria: 98.0%—102.0% on the dried basis

19:
nes (466)

n: Prepare in 10% water in methanol.

11 Prepare in 10% water in methanol.

e of alcohol, water, and ammonium hydroxide (80:16:4)

eria: Meets the requirements (official 1-Jun-2021)

[ES

Solution B: Prepare as directed in the Assay.

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 97 3
1.8 97 3
2.5 5 95
3.5 5 95
4.0 97 3
6.0 97 3

solution: Use the Standard solution from the Assay.

m: 0.001 ma/mL of USP Hvdroxvchloroauine Sulfate RS in Solution A from the Standard stock solution
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